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Application/Control Number: 10/538,912 Page 2 

Art Unit: 1641 

In the examination of international applications filed under the Patent Cooperation Treaty, 
PCT Rule 13.1 states that the "intemational application shall relate to one invention only or to a 
group of inventions so linked as to form a single general inventive concept ('requirement of unity of 
invention')". 

The method for determining unity of invention under PCT Rule 1 3 shall be construed as 
permitting, in particular, the inclusion of any one of the following combinations of claims of 
different categories in the same intemational application: 

(1) . in addition to an independent claim for a given product, an independent claim for a 
process specially adapted for the manufacture of said product, and an independent claim for a use of 
said product, or 

(2) in addition to an independent claim for a given process, an independent claim for an 
apparatus or means specifically designed for carrying out said process, or 

(3) in addition to an independent claim for a given product, an independent claim for a 
process specially adapted for the manufacture of said product, and an independent claim for an 
apparatus or means specifically designed for carrying out the process. 

Unity of invention is fiilfilled only when a group of inventions is linked in technical 
relationship by at least one corresponding technical feature (i.e. the inventions are not independent), 
wherein the corresponding technical feature(s)is(are) "special" under PCT Rule 13.2, i.e. a 
contribution over the prior art. 



This application contains inventions or groups of inventions that are not so linked as to form 
a single inventive concept. Under PCT Rule 13 the following combinations of claims of different 
categories are permissible and restriction to one of the following combinations is required: 

I. Claims 1-11 and 13-16, drawn to a given product (antibodies), a process using said 
product (immunoassay method), and an apparatus or means specifically designed for carrying out 
said process (kit). 

II. Claim 12, drawn to a given product (marker molecule protein fi'agments). 



The inventions listed as Groups I-II do not meet the requirements for Unity of Invention for 
the following reasons: 
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1. The reference of Janckila et al. (Clinical Chem. 47: 74, 2001) appears to teach 
antibodies and their use as claimed. Therefore, the claimed inventions share no "special" 
technical feature. 

2. The antibody products of Group I are not linked in technical relationship with the 
protein fragment products of Group II because these independent products share no 
corresponding technical feature. The antibody products are not a "special" technical feature, as 
set forth above, and the protein fragment and antibody products share no common • structure, 
function, or use and are not related by being required for the making or use of the other. For 
example, the protein fragments are not required for the elicitation of the antibodies or for any 
methods using the antibodies and the antibodies are unrelated to the generation or use of the 
protein fragments. 

Applicant is advised that the reply to this requirement to be complete must include 
(i) an election of a invention to be examined even though the requirement may be traversed (37 
CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention may be made with or without traverse. To reserve a right to 
petition, the election must be made with traverse. If the reply does not distinctly and specifically 
point out supposed errors in the restriction requirement, the election shall be treated as an 
election without traverse. Traversal must be presented at the time of election in order to be 
considered timely. Failure to timely traverse the requirement will result in the loss of right to 
petition under 37 CFR 1.144. If claims are added after the election, applicant must indicate 
which of these claims are readable on the elected invention. 
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Should applicant traverse on the ground that the inventions are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the 
inventions to be obvious variants or clearly admit on the record that this is the case. In either 
instance, if the examiner finds one of the inventions unpatentable over the prior art, the evidence 
or admission may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 C.F.R.. 1 .48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a diligently-filed petition under 37 C.F.R. 
1 .48(b) and by the fee required under 37 C.F.R.. 1 . 1 7(h). 



Any inquiry concerning this communication or earlier communications fi-om the 
examiner should be directed to James L, Grun, Ph.D., whose telephone number is (571) 272- 
0821. The examiner can normally be reached on weekdays from 9 a.m. to 5 p.m. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Long Le, SPE, can be contacted at (571) 272-0823. 

The phone number for official facsimile transmitted communications to TC 1 600, Group 
1640, is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application, or requests to 
supply missing elements from Office communications, should be directed to the Group 
receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/JLG/ 

James L. Grun, Ph.D. 
October 1,2007 
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